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I k l TECRAT IVE~  T M E R A P E U T I C S  ENC. -  E N Z Y M A T K  T H E R A P Y ’ 
NF  kwmu l as  +  Phy t oPha rm i c a  0  

Ty le r  Encapsu l a t i o ns  * V i t a i i n e  Fo rmu l as  ? ~ Y T ~ ~ ~ A R M l ~ A ’ 
-.--. - -  , r _ __  _ _  _  .._,._. __ -_ .  _  . -_“.x . -_ ._._) .a_“. ---...- ._. _  _ _  ., _ ” _ _  . . _  . -_ _ . -_  

9 7 5 5  S W  C o m m e r c e  Ci rc le,  Su i t e  E S 2  
Wi lsonv i l l e ,  O R  9 7 0 7 0  

8 2 5  Cha l l e n g e r  Dr ive,  G r e e n  Bay ,  W i  5 4 3 1  l - 8 3 28  
P :  9 2 0 . 4 6 9 : 1 3 7  3  4  F: 8 8 8 . 5 7 0 . 6 4 6 0  (Enzymat ic )  

‘* I? $ 2 0 , 4 6 9 . 9 0 9 9  +  F: 9 2 0 . 4 6 9 . 4 4 1 8  (Phy to )  

A u g u s t l o , 2 005  

O ffice  o f N u tritio n a l  P r o d u c ts, L a b e l i n g  &  
D ie ta ry  S u p p l e m e n ts, IY IFS 8 1 0  -  
C e n te r  fo r  F o o d  S a fe ty a n d  App l i e d  N u tritio n  
F o o d  a n d  D r u g  -4dmin is t ra t i on  
5  1 0 0  P a int B r a n c h  Pa r kway  
Co l l e g e  Pa r k , M D  2 0 7 4 0  

R E : L a b e l  C la ims/Disc la imer r j  

D e a r  S ir o r  M a d a m : 

Th is  letter is to  n o tify y o u  th a t th e ,fo l l ow i ng  p r o d u c t is M a n u fac tu red ,  P a c k e d ; yd io r  I% s$ i bu t ed  by  E n z y m a tic 
T h e r a p y , Inc. a t 8 2 5  Cha l l e n g e r  D tive , G r e e n  B a y , W iscons in  5 4 3  1 1  h a s  a  l abe l  & a t c o n ta i ns  a  sta te m e n t p r o v i d e d  
by  sect ion  4 03 ( r ) ( 6 )  o f th e  Fede r a l  F o o d , D r u g , a n d  C o s m e tic Ac t. E n z y m a tic ThFr&y ,  Inc. w ishes  to  ta k e  a d v a n ta g e  
o f th e  e x e m p tio n  to  sect ion  2 O l (g ) (  l ) (G )  o f th e  a &  a n d  comp i y  wi th sect ion  4 03 ( r ) ( 6 )  o fth e  act. T h e s e  c la ims a r e  
n o t necessar i l y  fo r  a  p r o d u c t w e  c $ n e n tly m a r k e t o r  p l a n  to  m a r k e t i n  th e  i m m e d i a te  titu r e , a n d  m a y  b e  exp lo ra to ry  
i n  n a tu r e . 

N A C  (N-Acety l -L -  
Cyst&w),  L = M e th i0n ine,  L - lso leuc ine ,  
L -Leuc i ne ,  L -W ine ,  Taut -he ,  L -  

I ,I’ G lutath iprk R e d u c e d  ( G S H )  

I cert ify th a t th e  i n fo rmat i on  c o n ta i n e d  i n  this n o tice  is c omp l e te  a n d  accu rak  :a n d  th a t E n z y m a tic T h e r a p y , Inc, h a s  
substan t ia t i on  th a t e  truthf% l a n d  no l  m is lead ing .  

By : 
R o b e r t C . Dos te r  

Tit le: S e n i o r  V ice P r e s i d e n t o f Scient i f ic A ffa i rs  

D a te : s vo -0s  

If you  h a v e  a n y  q u e s tio n s , p l e a se  c o n tact R o b e r t Dbster ,  S e n i o r  V ice P r e s i d e n t o f Scien l i f ic  A ffa i rs  a t 
( 9 2 0 ) 4 0 6 - 3 6 0 8 . 

Ch i e f F i nanc ia l  O ffice r  



INTEGRATIVE THERAPEUTlCS INC.” 
NF Formbi& c PhytoPharmica 

Tyler EncapsukMons B Vitaline Form&as 

9755 SW Commerce Circle, Suite B2 
Wilsarwille, OR 970’70 

P: 503.582.8386 (i F: 503.582.0467 

August lo,2005 

ENZYMATIC THERAPY* 
a 

P,HYT0PHARMICA* 
_ _ ___. _ . .._.. .-_-.._ _..__ _ _ .-__. _____ .I _ “.. _ 

825,Challengcr Drive, Green Bay, Wf 5431 l-8328 
P: 920.469.1313 a F: 888.570.6460 (Enzymatic) 

4% 920.469.9099 r” F: 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling (8 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label thatcontains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and\ Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201 (gj( l)(C) of,the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we cm-rent@ market or plan to market in the immediate future, and may be exploratory 
in nature. 

synergiStic blend of powerful 
antioxidants, amino a,cids and 

Swccinate), Magndium (as Magnesium 
,Cjtrate),.~~len~~~ (a& L- 
S~lenom~thi~~~ne)* NAC (N-Acetyl-L- 
Cysteine), L-Methionine, L-lsoleucine, 

eucine L-&tine Taurine L- 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that uthfil and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, pleaseacontact’RubertDoster, Senior Vice President of&ienti& Affairs at 
(920)406-3608. 

P . v reux 
Chief Financial Officer 



:INTldRATIVE TNERAPfUTIC$ INC.” 
NF- Formulas * PhytoPharmica 

.* : 
Tyier Encapsulations * Vitaline Formula; 

L ,.- 
9755 SW Commerce Circle, Suite BZ 

FNZYMAT~~TI~~~RA~~T Wilsonviile, OR 97070 
i $4 G a R P c2 R A 7 E =:a P: 503,582.8386 u F: SO3.582.0467 

What~Wfeelslike~ 

August lo,2005 

Office of Nutrii.ional Products, Labeling & 
Dietary Supplements, HFS 8 10 : 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 : 

RE: Label ClaimsiDisclaimers 

ZfN~WMArlC THERAPY’ 
a 

PHYTOPHARMICA” 
_ . ..-..... .-. I._ .__..... I- ,.“.._ .- .___._. .__....._ 
825 Chailenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 - F: 888.570.6460 (Enzymatic) 

P: 920.4692’099 rb F: 920.469.4418 (Phyto) 

Dear Sir or Madam: 

This letter is to notify you that the foliowing product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, %isconsin 5431 lahas a label that co$@&rs a statement provided 
by section 403(r)(6) of the Federal Foqd, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 1103(r)(6) of the act. These cIaims are 
not necessarily for a product we currently market, or plan to market in the immediate future, and may be exploratory 
in nature. 

protect tissues from toxic metals, 
sucly~ as mercury.* 

Succinatgf, Mdgnesium (as Magnesium 
‘Citrate), &3ienbm @s L- 
Sei~o~e~~~~~i~e)~ N&C (N-Acetyl-L- 
Cysteine), .L~Methiunj~e, L-lsoleucine, 
L-L&.zine, LJdalinb, Twine, L- 

substantiation that the 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: % * 1’0 l o< 

If you have any questions, please ‘contact Robert Doster, Senior Vice President of Seienti& Affairs at 
(920)406-3608. 

Chief Financial Officer 



‘lNTe~GRATIV& THtRA~EUTICS Ikid.- 
NF’Formulqs (Y PhytoPharmica 

jZNXYI%lATK THERAPY” 
6r 

*‘. 
Tyler Encapsulations s Vitaline Fwmulas 
..I -“̂ _.^.“... ._x_.I_I _,, -I _^. ,_.. --.,- ...l / .._.. _ . . . 

9.755 SW Commerce Circle, Suite B2 

PXYT0PHARMICA’ 
.I __.,-_.% ____ -. ,-_ -__._, _I l-____^__l _- .___. - ..__ -_- __.._ 

825 ,Challenger Drive, Green Bay, WI 5431 l-8328 
P: 92Ci.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.46Q.9099 * F: 920.469.4418 (Phyto) 
FN~~~MATICTHCRAPY Wilsdnville, OR 97070 

INCORP@RA-rEL? P: 503.582.8386 cr F: 503.582.0447 

Wbat~feels I&e~ 

August 11,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Sa5ety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway ’ 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Maclam: 

This letter is to notify you that the. following pro&et is Manufactured, Packed, a&/or ~is~ib~ted by Enzymatic 
Therapy, Inc, at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that cantains a statement provided 
by section 403(r)(6) of the Federal Food, Drug &Cosmetic A&. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the adt and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we c&rentiy.market or plan to market in the immediate &&m-e, and may be exploratory 
in nature. 

,; 

glut?thme and vitamin 
powerful- antioxidaqts in 

I certify that the information contained.in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that ’ e truth&d and n&misleading. 

By: 
Robert 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President ofScientific Affairs at 
(920) 406-3608. 

Chief Financial Officer 


